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Ms. Jean Lauderdale
ResponsibleHead
DC1Biological, Inc.
1706south 2nd street
Gallup, NewMexico 87301

Ref. # - DEN-9748

Dear Ms. Lauderdale:

During an ~tion of DCI Biological, Inc., locatedat 753 West Broadway,Famington,
New Mexico,betweenOctober 30 and November15, 1996, Ms. BettyK. Baxterand Barbara
J. Whitedocumcntcdviolationsof section501(s)(2)B)of the Federal Food, Dreg, and
CosmeticAct(theAct)and Title 21, CFR ~@l~)s-600-
680 as follows:

1.

2.

Failureof the dea@ated qualifkd person to exercisecontrol of the establishmentin
all matters relating to compliancewith the regulations[21 CFR 606.20] in that
perfonnarxz of assignedfbnctionsby employeesengaged in the collection,
procesfhg, stmge, ad distribution of SOW@plasmawas not adequatelydirected
or d~iphed, as evidencd by the shipmentof incompletelytested units,
inadequate_rdS, and not folIowingstandardOperat@ prO@dLU’t?So

Failureof the personnel responsiblefor the collection,processing, stomge, and
distributionof source plasmato haveadequatetraining and experienceto assure
competentpcrforman!uof *ir assignedfunctions[21 CFR 606.20(b)]~
evidmxd by the shi~nt of incompletelytested units, inadequate records, and not
followingstandard operatingprocedures.
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3.

4.

5.

6.

7.

Failure to tnaintalnconcurrent,dctakd and/or accuraterecords [21 CFR
606,160(8)]in that records were not maintakd concurrentlywith tbc performance
of each significantstep of the collection,processing,storage IInddistributionof
each unit of plasma, includinglog~not written in chronologicalorder, and logs
with skippedunits and entries.

Faihm to maintain completeand accuraterecordsfrom whichunsuitabledonors
may bc identifiedso that products from such indivjduaiswill not be distributed [21
(XR 606.MO(e)] in that repcatablyhepatMs/HI’Vreactivedonors were not placxxf
on a list of unsuitabledoncmuntil four to ten weeksafter the donor was foundto
be unsuitable. Examplesinck!c

Failure to follow writtenstandardoperatingprocedures[21CFR 606.NIO(b)]in that
proceduresfor plasmapacking, plasmashipping,the destructionand dispositiok~of
unsuitableblood products, and processingof donorswere not alwaysfollowed.

Failure to adequatelydeterminethe suitabilityof personsto serve as the source of
SourcePkna [21CFR 640.3(a); 21 CFR640.63 (c)(6)] in that the weightof Donors

, was not recordedor monitored.

Failure to maintaina completerecord for eachdonor [21 CFR640,72(a)(2)]in that

neither fnl weightsnor PlasmaNo Bleed(PN13)indicationswere recorded for donor

In addition, there were numerousinstancesof no recordof @cfinal dispositionof red
bkwd cells ffOlll bkcds betweenJuly and October 19%.

We arc concernedthat your establishmentshippedan HCVpositivemit labeledas negative
non-reactive.and shippedscvcrd units prior to havingthe HIV-1Ag teat performed(testing
was never completedon units and units
and ; were shippedprior to the completionof the test). Current FDA guidance

●mmmcnds that HCVpositiveunits not be shipped, and that HIV-1Ag testingbe completed
before shipment. I haveattacheda copy of the followingMemosto BloodEstablishments
(MBE)to aid you in understandingour concerns:

April 23, 1992and August5, 1993memos,both entitled“Rcvisul Rccornmendationsfor
Testing WholeBIood,Bkod Components,Soum Phtsmaand Source Leukocytesfor
Antibody to HepatitisC Virus Wmdcd Antigen(Anti-HCV)”

August 8, 1995memoentitled “Recommendationsfor Donor!lcrccningwith a Liwwed
Test for HIV-1Antigen”

March 14, 19% memoentitled“AdditionalRccornmendationsfor Donor ScreeningWitha
LicensedTest for HIV-1Antigen”
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TM above violationsare not intendedto be an all- inclusivelist of deficienciesat your facility.
It is your responsibilityas ResponsibleHeadto assure that your establishmentis in compliance
with al! requirementsof the fdcral regulations.

You shouldtake prompt measuresm correct thesecleviations, Failure to promptlycorrect
thesesdeviationsmay result in regulatoryaction withouth’ther notke. Suchaction includes
licensesuspensionandlor revocation,seizureand/or injunction, ,

Wc acknowledgeyour response of November27, 1996to our Form FDA483, Inspectional
Observations. If you have additionalinformationto provide us, pleaserespondwithin 15
wo~kingdays, including any additional steps you have taken or plan to take to correct the
noted violationsand to prevent their recurrence. If this correctiveactioncannot be completed
within 15working days, state the reasonfor the delay and the timewithinwhichthe
~amectiomwill be completed.

Your reply should be sent to the U, S. Foodand Drug Administration,Denver District Office,
P.O.Box 25087, Denver, Colorado,80225-0087,Attention:ShellyL. Maifarth, Compliance
officer.

Sincerely,

&*

Gary C. an

Enclosures
As stated

Dis~ict Director


